JEPXIJIIKCIIYXXBA YKPAITHUA
HAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJl. BepesHskiBebka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kog €ZIPIIOY 37079055

BHUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpainy JIikapcbKoro 3aco0y

21.03.2023 Ne 12930/23/26

BICTAMIJL

(HafiMenyBanHs NiKapchKoro 3acoby 3riHo 3 peecTpaLliiHHM NOCBiANEHHAM )
Ta0JIeTKH, BKPHTI INIIBKOBO10 000,10HK010, 110 150 mr, no 10 Tabaerok y Guicrepi; mo 3
Osicrepn B KapToHHii KopoOui

(popma BUnyCKy, 103yBAHINS, BUA MTAKYBAHHS JikapchKkoro sacoly)
Homep peecrpauiiinoro nocsinuenns UA/18657/01/02 crpok aif peccrpauiiinoro nocsinuenns 29.03.2026
Cepis nikapcbkoro 3acoby Ne 2204211B KinskicTb BBe3enoro nikapcskoro sacoby 1500

Bupobuuk Cinron Xicnaunia, C.JI., Icnauis

(naiiMenyBanns BUpoOHHKA JIIKAPCLKOro 3acoly, KpaiHa NOXOIKEHHS )

Beeseno B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIAINNOBIIAAJIBHICTHO
"BYCT MAPMA", inent. woa: 44107410

(nafimenysanns T2 koj1 3a CJIPTIOY 1opuansior ocoGu aGo npissuiie, iM's, no 6arekosi disnunol
0coGH - nignpuemus, T MiCIE NPOKHUBAHHA T peccTpauiifnuii nomep o61iKoBOT KAPTKH 1aTHHKA
nojarkis abo cepis ta HoMep nacnopra)

3a pesynbTaTaMK  AEPHKABHOrO KOHTPOMIO BCTAHOBJIEHO, WI0 Jikapcbkui 3aci6  BeeseHo B VkpaiHy 3

AOTPHMAHHY Or-3Q<OHOABCTRA 111010 3abe3neyeHns AKoCTi NikapebKux 3acobis.
S
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Synthon

Certificate of Analysis o of2
Vistamid 150mg film-coated tablets
Lot Number 1 2204211B
Item Number : 392274 Date of Manufacture : 19-Jan-2023
Expiry Date . Jan-2028
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White, round, biconvex,
film-coated tablets. The tablets
are debossed with "BCM 150"
on one side.
Identification
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 98.2 %
Maximum (% of label claim) 100.5 %
Average (% of label claim) 99.3 %
RSD 0.8%
Acceptance Value 1.9 <15.0
Number of Units Tested 10
Dissolution
Minimum 79 %
Maximum 94 %
Average 84 % > 75 % (Q) in 30 minutes
Number of units tested 12
Conclusion Complies, S2
Assay (bicalutamide)
(HPLC) 149.0 mg/tablet 142.5 - 157.5 mg / tablet
(HPLC) (% of label claim) 99 % (95 - 105 %)
Impurities (HPLC)
A/509 <0.05% <02%
Largest unspecified impurity 0.06 % <02%
Total impurities 0.06 % <1.0%
Microbial contamination
Total aerobic microbial count (TAMC) <10 CFU/g <1000 CFU/g
Total combined yeasts/moulds count (TYMC) <10 CFU/g <100 CFU/g
Escherichia coli Complies Not present/g
Identification of excipients
Titanium dioxide Complies Positive

Report: 206949 Date: 28 Feb 2023/10:23:21 From: LW7 Production




Cinron Xicnania C.JI.

Ceprudikar BinmoBigHocTi

MicIieBa TOproBa Ha3Ba: BicTamin

Houep Eecapaiiaore UA/18657/01/02
MOCB1TYCHHS

Homep BupoOy xommanii «CiHTOH» | 392274

Howmep cepii: 2204211B
Jlo3yBaHHS: 150 mr / Bikanytamin

Jlikapcepka opma:

TabeTkn BKPHUTI IUTIBKOBOIO 000IOHKOIO

Po3Mmip Ta TUIT yITAaKOBKH:

10 Tabmetok B OmicTepi, 3 OIICTepH B KapTOHHII KOpPoOIT1

Bupobnuk A®I:

CIHTOH c¢.p.o.
BpHaencpka 32/ 597
Brancko, 67801, Uecrka PeciryOmmika

Howmep mninen3ii BupodHnka ADI:

sukls 132091/2021 (GMP API)

Bupobnmaa aursHuIg "in bulk":

Cinron Xicmanig C.JL.
Byn. K/Kactemno, n°l,
CanT Bo1 ne JInoGperar,
Bapcenona, 08830 Icmanis

Howmep minensii Ha BUPOOHUIITBO
BHpPOOHHKA BIIMOBLIATIBHOTO 3a
BHpoOHUIITBO "in bulk":

ITotounuii aificHuit HoMep B YKpaiHi:

0438 (ML) /NCF / 1931/001/CAT (GMP)

ITotounmii aiicHuit HoMep B €C, 0UIKy€e cXBaIeHHS B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT

BupoOHUK BIATIOBIIATBHHII 32
TecTyBaHHS "in bulk":

Cinron Xicmanig C.JL.
Byn. K/Kactemno, n°l,
CanT Bo1 ne JInoGperar,
Bapcenona, 08830 Icmanis

Howmep minensii Ha BHUpOOHUITTBO
BHpPOOHHKA BIIMOBLIATIBHOTO 3a
TecTyBaHHS "in bulk":

IToTo4Huit jmificHUil HOMep B YKpaiHi:

0438 (ML) / NCF / 1931/001/CAT (GMP)

ITotounuii niicuHuit HoMep B €C, 0UIKYe CXBAICHHS B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT

JIUTsIHKa TIepBUHHOTO Ta BTOPHHHOTO

ITaKyBaHHA:

Cinron Xicmanig C.JL.
Byn. K/Kactemno, n°l,
CanT Bo1 ne JInoOperar,
Bapcenona, 08830 Icianis

Howmep ninensii Ha BUPOOHUIITBO

,I[iJIHHKH IIECPBHHHOI'O Ta BTOPHHHOI'O

ITaKyBaHHA

ITotounuii nificHuit HOMep B YKpaiHi:

0438 (ML) /NCF / 1931/001/CAT (GMP)

ITotounmii aiicHiuit HoMep B €C, 0UIKy€e cXBaIeHHS B YKpaiHi:
0438 (ML) /NCF / 2225/001/CAT

Bepcis: MCOC.ES01.BCM.tab150.Mistral Capital Management. UA.392274.02.doc

«CHMHTOH XicnaHis C.J.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B IcnaHii: Kappep Kactenno 1 | M.L Nlec Canivec | 08830 CaHT-Boitae-NinoGperaT | Bapcenona | lcnauis | Ten.: +34 936 401 516 dakc +34 936 401 146
(CiCastell6 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www.synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi Bapcenonu 3a HoMepoM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1




Synthon

Certificate of Analysis Page 2 of 2

Vistamid 150mg film-coated tablets Lot Number: 2204211B
This batch complies with the specification set in CFPS.NUS.41385 (1.0).

Issued by : Andrea Lupianez Aragonés Date of Issue :  28/Feb/2023
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 206949 Date: 28 Feb 2023/10:23:21 From: LW7 Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2

Responsible for batch release documentation | Synthon Hispania, S.L.
A adioces C/Castello, nol,
Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization number of site responsible for | Current valid number in UA:

batch release documentation: 0438 (ML) NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2225/001/CAT

Batch size finished product: 3162 units

Number of relevant deviations:

Remarks / comments: NA

I hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured including packaging (if applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the Importing country, and any additional
requirements as agreed upon in a Quality Agreement.

The drug substance Bicalutamide is produced according to current GMP. The batch processing,
packaging/labeling and analysis records were reviewed and found to be in compliance with EU GMP.

The Product complies with the current BSE/TSE guidelines. Any deviation has been assessed and
documented. For any deviation that might have an influence on the quality and/or safety of the product
(relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch
release certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS.41385 (1.0) and is released for Mistral Capital Management Ltd.,
UK, and for territory: Ukraine.

Signature: u Date: FEB 282013
Josep Altés

Qualified Person
Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.BCM.tab150.Mistral Capital Management.UA.392274.02.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 1 | Pl. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Synthon

Certificate of Conformance

Local trade name: Vistamid

Marketing Authorization number:; UA/18657/01/02
Synthon item number: 392274

Batch number: 2204211B

Strength: 150mg / Bicalutamide

Dosage form:

film-coated tablets

Packaging size and type:

10 tablets per blister; 3 blisters per carton box

Manufacturing site API:

Synthon, s.r.0.,
Bmenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing site
API:

sukls 132091/2021

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L.
C/Castello, nol,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Manufacturing site
Bulk Drug Product:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2225/001/CAT

Primary and secondary packaging site:

Synthon Hispania, S.L.
C/Castello, nol,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Manufacturing Authorization number of
primary and secondary packaging site:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2225/001/CAT

Version: MCOC.ES01.BCM.tab1 50 Mistral Capital Management.UA.392274.02.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja numero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon

Crop. 132

Ceprudikar anamuiszy

Bicramin 150 mMr Tab6/1eTKH BKPHTI IJIIBKOBOIO 00010HKOI0

Jata BurotornenHs: 19 ciung 2023 poky

Howmep cepii : 2204211B
Howmep BHpoby 0 392274
Tepmin mpuaaTHOCTI : cigeHb 2028 poky

BupoOHIia IiTsHATA

: CimroH Xicmanig C.JI.

BunpoodyeaHHs PesyasTaTn Kpurepii npuiiHsaTHoOCTI
Bili, KpyTIIi, ABOOIIYKII, BKPITI IUTIBKOBOIO
Omuc Bigmosigae obomoHKo0 TabaeTk. TabmeTki 3 ogHiel CTOPOHI
MarwTh THcHEHHA «BCM 150%.
InenTndikamia Bikanyramigy
BEPX dgac yTpIMaHHA Biamosigae Taximt camIil, SK i A1 CTaHJapTHOT'O PO3YHHY
TIIIX KoedilieHT YTpIMaHHSI Biamosigae Taximt camIil, SK i A0 CTAaHJapTHOTO PO3UHHY
OnmHOpPITHICTE J030BaHHX ONIIHIIIb Bigmosigae Bigmnogigae cT. 2.9.40 E€pponeiicbkoi ®apMmakomel
MinimansHmI (% 3aSBICHOTO BMICTY) 98.,2%
MaxcimansHI (% 3agBICHOTO BMICTY) 100,5%
Cepensiit (% 3agBICHOT0 BMICTY) 99,3%
Jlo3a, moB’g3aHa 3 pH3IKOM 0,8%
IToKa3HIK IPHITHATHOCTI 1.9 <15.,0
KITBKiCTh IPOTECTOBAHIIX BHIPOOIB 10
PosuiiHeHHS
MiniManbHe 79%
MaxkcumaneHe 94%
Cepenne 84% > 75% (Q) gepe3 30 xB.
KiTBKiCTh POTECTOBAHIIX BIPOOIB 12

BucnHoBOK
KinpKicHe BII3HAa9eHHS BikanyTaMiny
BEPX
BEPX (% 3asBICHOTO BMICTY)
Jomimkn (BEPX)
A/509
Haiibinsma HecemudikoBaHa JOMITIIKa
CyMa TOMIIIoK
Mikpobionoriuse 3a0pyIHEHHS

3aranbHa KiIBKICTh aepoOHIIX
MikpoopraHizmie (TAMC)

3aranpHa KiIBKICTh APiXKDKOBOTO Ta
IIicHABOrO rpubka (TYMC)

Kimkosa mamniraka
IneHTH(IKAIIS HATIOBHIOBAYIB
TuTaHy JHOKCH]T

Bigmosigae, S2

149,0 Mr Ha TabICTKY
99%

<0,05%
0,06%
0,06%
<10KYO/r
<10KYO/r

Bigmosigae

Bigmosigae

142,5 — 157,5 mr Ha TabIeTKY
95 —-105%

<0,2%
<0.2%
<1,0%
<1000KYO/r
<100KYOIr

BigcyTHa/T

ITo3uTiBHA

11 cepis Binmorigae Crenngikanii CFPS.NUS.41385 (1.0).

Bupano:

Amnpea JlymiaHe3 AparoHes
daxiBels 3 sKocTi (PEJII3)

Jata Bujaui: 28 mrotoro 2023 poky
Ile eneKTpOHHUIT i AMHC.

3eim: 206949 Jama: 28 momozo 2023/10:23:21 Bio: LW7 _Production




Synthon

CinToH Xicnania C.JI.

CeprTudikar BiamoBigHoCTI

CropiHka 2/2
BiamoBiaIbHUI 3a JIOKYMEHTAITIIO Ciuton Xicmauig C.JI.
Ha BHITYCK ceplii: Byn. K/Kactemno, n°l,
Canr Boi nie JImooperar,
Bapcenona, 08830 Icmanis
Howmep mireH31i JUISHKH, ITotounuii aificHIit HoMep B YKpaiHi:
BUIMIOBIIATBHOI 32 JJoKyMeHTariro Ha | 0438 (ML) / NCF / 1931/001/CAT (GMP)
BHITYCK cepii: ITotounuii niicuHuit HoMep B €C, 0UIKYe cXBaIeHHS B YKpaiHI:
0438 (ML) / NCF / 2225/001/CAT
Po3mMip cepii: 3162 ym.
Homep BIJIMOBITHUX BIIXWIEHB: /
Pemapku / koMeHTapi NA

1M 5 3acBiIUYIO TOUHICTE Ta JOCTOBIPHICTH BHIIeHABeeHO1 iH(QOpMaTIii.

ITro cepiro mpoaykilii 6yno BHpoGIeHOo, BKIFOUAKYN MAKyBaHHA (KO Ile Mepej0aueHo) Ta KOHTPOIIb AKOCTI, Ha
BUII[e3a3HaUeHiH(HIX) AUIAHII(KaX) ¥ TIOBHII BiAMOBigHOCTI 10 BiuMor HameskHoi BupoOHMYOI mpakTtuku €C Ta
BUMOT MiclleBoTo PerynaaTopHOTo OpraHy, a TakoX /[0 cHeIudikaiiii, BHKIaJeHHX y PeecTpamiiiHomy
TIOCBiAUeHHI KpaiHH-IMIIopTepa Ta OyAb-IKUX JI0JaTKOBHX BUMOT, IOTO/’KeHHX Y JIoTOBOpI IM0/I0 SKOCTI.

BupoOHIIITBO TiKapchkKoil pedoBHHH BikamyTaMminy 37iliCHIOETECS BiAMIOBIAHO J10 Jitouoi HamexHoi BHpoOHIIO1
TIPaKTHKH. 3BITHICTH MI0A0 0OpoOKI, MaKyBaHHA Ta BHIPOOYBaHHA cepiil Oyna MeperisHyTa Ta BH3HaHA TaKOH,
1o BijmoBijae Bumoram HanexHoi BHpoOHIUOL pakTHK €C.

IIpemapaT BiJmOBiTa€ AifounM KepiBHHM TIPHHIMIIAM MI0J0 TybuacToi eHiedanomarii Bemmkoi poraToi
XynoOn/TpaHcMicHBHOI crmoHTiopMHOi eHIedanonatii. Bci BiIXIIeHHA OIiHEHO Ta 3a/I0KYMeHTOBAHO.
CTOCOBHO OyB-KOTO BiIXHIIEHHS, fKe MOKe BIUIMHYTH Ha fAKicTb Ta/abo Oe3meky MpoAYKIii (BiAMOBiTHe
BigxieHHs) A0 CepTudikaTy BiAIOBITHOCTI JOAAETHCS 3BIT IIPO BIIXIITEHHS.

V moenHaHHI 3 BigmoBimHIM CepTHdikaToM aHami3y Iieil JOKYMeHT € cepTudiKalli€l0 SKOCTI IS HaJaHHA
JI03BONTY Ha BHITYCK cepil JiIs BHIle3a3HAUEHO] cepil mpemaparty.

Cepia BignoBigae Crenugikanii CFPS.NUS.41385 (1,0) Ta Bumyckaerbesa and: Mictpan Kenmitan MeHeqKMeHT
JITJT (Mistral Capital Management Ltd, UK) Ta 114 Teputopii YKpaidm.

ITigrmic: /mionuc/ Hata: 28 aromozo 2023 poky
Kozen AnbTec
IITamm: / Vnoenoeasicena ocoba
VnosHoBa:keHa ocoda «CinTon Xicnanisa C. JL»

Bepcis: MCOC.ES01.BCM.tab150.Mistral Capital Management.UA.392274.02.doc

«CVHTOH Xicnakis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B Icnanii: Kappep Kactenno 1 | 1.1 Jlec Canivec | 08830 CaHT-Boit-ae-NnoGperat | BapcenoHa | lcnaris | Ten.: +34 936 401 516 dakc; +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y TOBapHOMY peecTpi BapcenoHu 3a HoMepom B-184.023, cTopiHka 43, ToM 30.987, 3anuc 1



JEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPIIOY 37079055

BUCHOBOK
Npo SIKiCTH BBE3€HOro B YKpaiHy JiKapchLKOro 3acody
04.09.2024 Ne 45166/24/2611
BICTAMI

(HaliMeHyBaHHs NiKapchKoro 3acofy 3rilHO 3 peeCTPaUiHHAM NOCBIAMEHHAM)
Ta6JIeTKH, BKPUTI ILTIBKOBOIO 000,10HK010, 10 150 Mr, mo 10 Tabierok y daicrepi; mo 3
GJicrepH B KapTOHHIi KopoOui

(thopma BunyCKy, 103yBaHHS, BUII AKyBaHus JlikapcbKoro 3aco0y)
Howmep peectpauiitnoro nocsimuenns UA/18657/01/02 crpok aif peectpauiittoro noceinsenna 29.03.2026
Cepis nikapcbkoro 3aco6y Ne 2204211B KinbkicTh BBe3eHOrO Nikapenkoro 3acoby 200

BupoGHuk CinTon Xicnaunis, C.J1., Icnanis

(uaiiMenyBanHs BUpoGHHKa Nikapcbkoro 3aco0y, KpaiHa MoX0KEHHS)

Bseseno B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIAITIOBITAJIBHICTIO
"BYCT ®APMA", ineut. kox: 44107410

(uaiimenysanus ta kon 3a €JIPTIOY 1opuauunoi ocobu abo npiseuue, im'st, no Garbkosi (piznunol
0COGH - MiANPHEMIS, TT Miclle NPOKMBAHHS Ta PEECTPALLifiHuMA HOMEp 06/1ik0BOT KapTKH MiaTHHKA
nojaTkis abo cepis Ta HOMEp NacopTa)

IpoTokon BisyansHoro koutpomio six 04.09.2024 Ne 3012/2.

3a pesynbTaTaMH JIEPKABHOIO KOHTPOJIO  BCTAHOBJICHO, 11O nikapcekuii  3aci6 BBezeHo B Ykpainy 3
JAOTPHMAHHSM BHMOT 3aKOHOAABCTBA LIO/10 3a0e3neyeHHs AKOCTI i bKH1X 3aco0iB.

Miukona XOJIOJAEHKO

(nianuc) (iniuianu Ta mpissHine)




JEPJKABHA CJIY/)KBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haxii Ceitnnynoi, 3, 02099, tein. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOV 37079055

BUCHOBOK
npo sIKiCTh BBe3eHOro B YKpaiHy JlikapcbKoro 3acody
16.09.2025 Ne 46053/25/26
BICT}LMIH

(HalimeHyBanus JikapcbKoro 3acoby 3riaHO 3 peecTpalliiiHAM NOCBIMEHHSM)
TabeTKN, BKPHTI IIIBKOBOI0 00010HK010, 110 150 mr, o 10 Tabaerox y 6uicrepi; no 3
fJlicTepn B KAPTOHHIIT KOpooui

((popma Bunycky, 103yBaHHS, amfawysamm nikapebkoro 3acofy)
Howmep peectpauiiinoro nocsinuenns UA/18657/01/02 ¢rpok aii peectpauiiinoro noceinuenns 29.03.2026

Cepis nikapebkoro 3acoby Ne 2500707D Kinbkicts BBe3eHoro nikapeskoro 3acody S00

BupoGuuk Cinron Xicmanig, C.JI., Icnanis

(naiiMeHyBaHHA BUPOGHMKA iKAPCLKOro 3acoby, KpaiHa MOXOKEeHHS)

BeeseHo B Y kpainy ToBapucTBO 3 oﬁmeme*om pinosiaaasnicTio "BYCT ®APMA",
inen. kon: 44107410

(HaiimeHyBaHHS T4 KOA 32 €JIPI0Y 10puanyHoT ocobu abo npissuiie, iM's, no 6aTLKOBI
(izuuHOi 0co0M - NiANpHEMLIS, Tl Miclle NPOKHBAHHA TA peecTpaiiinnii Homep o6aikosoT
KapTKH MniaTHWKa noaatkis abo cepis Ta HOMeEp nacnopra)

IMpotokoa Bizyaasnoro koutpoaio sin 16.09.2025 Ne 3433/01.10-25/11.

3a pesy/bTaTaMH JEpPIKABHOTO KOHTPONIO BCTAHOBJEHO, WO/ nigapcbkuii 3acid BeeseHo B Ykpainy 3
JOTPHUMAHHSM BHMOr 3aK0HOABCTBA 070 3abesnefients ghkogfi mikapehkux 3aco6iB.

Muxkona XOJIOJJEHKO

(nianue) (iniwianu Ta npizsuie)




Synthon Hispania, SL

¢ Castelld, 1

08830 Sant Boi de Llobregat
Barcelona = Spain

Tel. +34 936 401 516 Synthon
Fax +34 936 401 146

www synthon.com

Certificate of Analysis Page 2 of 2

Vistamid 150mg film-coated tablet Lot Number:  2500707D

This batch complies with the specification set in CFPS.NUS.41385 (1.0).

Issued by : Isabella Messina Palminteri Date of Issue :  12/Aug/2025
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 265797 Date: 12 Aug 2025:'16:18:38 From: LW7 Production




CinroH Xicnania C.JI.
Cepruikar BignmoigHocTi

Micnesa ToproBa Ha3pa: BicTamin

Howmep PeecTparriilHoro mocBiT4eHHS: UA/18657/01/02
Howmep BupoOy xommanii « CiHTOH» 392274

Howmep cepii: 2500707D
Jo3yBaHHA: 150 mr / BikamyTaMin

Jlikapceka (opma:

TabneTKH BKPHTI IUTIBKOBOK 000JIOHKOI0

Po3Mmip Ta THII yIIaKOBKH:

10 Tabnetok B OmicTepi, 3 OimicTepH B KAPTOHHIIT KOpoOITi

Bupobunk A®I:

CiHTOH c.p.0., BpHeHcbKa 32 /1. 597, biascko, 67801, Yeckbka
PecrryGinika

Howmep ninensii pupooHika A®I:

sukls 69528/2024 (GMP)

Bupob6nimga gimpHmmg "in bulk™:

Cinrron Xicnanig C.JL., Byn. K/Kacremno, n°1, Cant Boi e
JInobperar, Bapcenona, 08830 Icmanis

Howmep ninienzii Ha BIpOOHIIITBO BIPOOHIIKa
BigmoBigansHOro 3a BpoOHIITBO "in bulk":

TToTouHmil aificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2344/002/CAT (GMP)

TToToummil aificHiil HoMep B €C, oUiKye cXBaleHHS B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)

JIinsHKa IepBITHHOTO Ta BTOPHHHOTO ITAKyBaHHS:

Cinuron Xicnanig C.JI., Byn. K/Kactemro, n°1, Cant boi e
JInobperar, Bapcenona, 08830 Icmanis

Howmep ninieH3ii Ha BIPOOHIIITBO JUTSHKI IIEPBHHHOTO
Ta BTOPHHHOTO TAKyBaHHA

TToTouHmil aificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2344/002/CAT (GMP)

IToToummil aificHil HoMep B €C, oUikye cXBaleHHS B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)

BiamoBigansHINI 3a TOKYMEHTAIII0 Ha BIHITYCK Cepil:

Cinrron Xicnania C.JL., Byn. K/Kacremno, n°1, Canr Boi e
JInobperar, Bapcenona, 08830 Icmanis

Howmep nineH3ii JUISHKIL, BiAIOBITaIbHOI 32
JOKYMEHTAIIi}0 Ha BIITYCK cepii:

TToTouHmil gificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2344/002/CAT (GMP)

TToToummil aificHiil HoMep B €C, oUikye cXBaleHHS B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)

Po3mip cepii: 3025 ym.
HomMep BiIIIOBITHIX BiIXHIICHB: NA
Pemapku / KoMeHTapi NA

ITuM s 3aCBiTIyI0 TOYHICTE Ta JOCTOBIPHICTE BHINEHABEIeHOT IH(O pMAITi].

ITro cepito npoayKii 6ymo BpobIeHo, BRIIOYAIOTN TAKYBaHHA (AKIIO e epeabadeHo) Ta KOHTPOTE AKOCTL, Ha BHIe3a3HATEHIT(HIIX)
nutaHmi(Kax) y MOBHII BimmoByTHocTi g0 Bumor Hamesxwol BipoOHdol mpaktikn €C Ta BHMOT MiclieBoro PeryistopHoro opraxy, a
TakoX [0 crHemmgikamii, BHKTageHHX y PeecTpamifiHoMy NOCBimUeHHI KpalHH-IMIOpTepa Ta OyIB-fAKIX IOJATKOBHX BHMOT,
TmoroiKeHnx y JloroBopi moao sSKOCTi.

Bupo6HIITRO TiKapchKol pedoBHHH BikamyTaMiny 3IifICHIOETECS BLITIOBLTHO 10 Aitodol HamexHol BIpoOHIITOI IpaKTHK.

3BiTHICTE OO0 OOpOOKH, MaKyBaHHS Ta BHIpPOOYBaHHA cepill Oyia MeperigHyTa Ta BH3HAHA TAKOK, IO BIINOBITaE BIMOTaM
Hanesxuol BupobHiraoi npaktnk €C.

IlpemapaT BiAmOBijae MiF0YHM KEpIBHIM TPHHINIIAM Moo rybdacrol eHmnedamomatii Bemkol porarol XyIoOm/TpaHCMicHBHOI
croHTihopMHOI eHIle hamomaTil.

Bei BIIXIUIEHHS OIIHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OVYIB-SKOTO BIIXIUISHHS, SIKe MOKe BIUIIHYTH Ha SKICTH Ta/abo Oesmexy
npoaykuil (BimmoBigHe BigxivieHHs) 10 CepTH(IKATY BIMHIOBLTHOCTI JOJACTEHCA 3BIT IIPO BLIXIITIEHHS.

V moennanHi 3 BignmoBimHiM CepTidikaToM aHami3y Ieil TOKYMEeHT € cepTH(hIKaIlielo AKOCTI A1 HaTaHHS T03BONY HA BIIIYCK Cepii
UL BHIMe3a3HaTeHol cepii mpemapary.

Cepis Bimmoeinae Crenmndikanii CFPS.NUS.41385 (1,0) ta Bunmyckaerses it Mictpan Kemitan Menemiuent Jlimiten (Mistral
Capital Management Limited, UK) Ta m1s Teprropil YKpainm.

/nionuc/

Kawmino I'apcia
IITamm: /VinoeHoeadxcena ocoba
YnosHoBA:kKeHA ocoda «CinToH Xicmania C. JL»

ITirmic: Hata: 20 ceprag 2025 poxy

Bepcits: MCOC.ES01.BCM.tab150.Mistral Capital Management.UA.392274.01.doc

«CHHTOH XicnaHis C.JL» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B lcnaHii: Kappep Kactenno 1 | M.I. Nlec Canivec | 08830 CaHT-Boii-ae-NinobperaT | BapcenoHa | lcnakis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] P.J.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHu 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispama, SL

¢/ Castello, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax. +34 936 401 146

www synthon com

Certificate of Analysis

Synthon

Page 1 of 2

Vistamid 150mg film-coated tablet

Lot Number : 2500707D
Item Number 1 392274
Expiry Date . Jan-2030

Manufacturing Site

. Synthon Hispania S.L.

Date of Manufacture

» 30-Jan-2025

Tests Results Acceptance Criteria

Appearance Complies White, round, biconvex,
film-coated tablets. The tablets
are debossed with "BCM 150"
on one side,

Identification

HPLC retention time
TLC retardation factor

Uniformity of dosage units
Minimum (% of label claim)
Maximum (% of label claim)
Average (% of label claim)
RSD
Acceptance Value
Number of Units Tested
Conclusion

Dissolution
Minimum
Maximum
Average
Number of Units Tested
Conclusion

Assay (HPLC)
mg/tablet
% of label claim

Impurities (HPLC)

A/509
Largest Unspecified Impurity
Total Impurities

Microbial contamination
Total aerobic microbial count (TAMC)
Total combined yeast/moulds count (TYMC)
Escherichia coli

Identification of excipients

Titanium dioxide

Complies

Complies

95.4 %
99.0 %
96.9 %
1.1 %
4.3

10

Complies

78 %

91 %

84 %

12

Complies, S2

145.3 mg/tablet
97 %

<0.05 %
0.06 %
0.06 %

<10 CFU/g
<10 CFU/g

Complies

Not Performed

The same as standard
preparation
The same as standard
preparation

<15.0

Complies with Ph. Eur. 2.9.40

> 75 % (Q) in 30 minutes

142.5 - 157.5 mg/tablet
95-105 %

<02%
<02%

<1.0%

A

1000 CFU/g
100 CFU/g
Not present/g

A

Positive

Report: 265797 Date: 12 Aug 2025 16:18:38 From: LW7 Production
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Local trade name: Vistamid
Marketing Authorization number: UA/18657/01/02
Synthon item number: 392274
Batch number: 2500707D
Strength: 150mg / Bicalutamide
Dosage form: film-coated tablets
Packaging size and type: 10 tablets per blister; 3 blisters per carton box

Manufacturing site API:

Synthon s.r.o., Brnenska 32/cp. 597, Blansko, 67801,
Czech Republic

Authorization number of Manufacturing site
API:

sukls 69528/2024 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L. C/Castello, nol, Sant Boi de
Llobregat, Barcelona, 08830, Spain

Authorization number of Manufacturing site

Bulk Drug Product:

Current valid number in UA: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Current valid number in EU: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.L. C/Castello, nol, Sant Boi de
Llobregat, Barcelona, 08830, Spain

Manufacturing Authorization number of
primary and secondary packaging site:

Current valid number in UA: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Current valid number in EU: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Responsible for batch release documentation
and address:

Synthon Hispania, S.L. C/Castello, nol, Sant Boi de
Llobregat, Barcelona, 08830, Spain

Authorization number of site responsible for

Current valid number in UA: 0438 (ML)/

batch release documentation: NCF/2344/002/CAT (GMP)
Current valid number in EU: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Batch size finished product: 3,025 Pack

Number of relevant deviations: VY

Remarks / comments: NA

Version: MCOC.ES01.BCM.tab150.Mistral Capital Management.UA.392274.01 doc
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Synthon Hispania, SL

c/Castello, 1

08830 Sant Bo1 de Llobregat

Barcelona - Spam

Tel +34 936401 516 Synthon

Fax. +34 936 401 146 . .

www.synthon. com Ceprudirar anamuizy Crop.131

Bicramin 150 mMr Tab6/1eTKH BKPHTI IJIIBKOBOIO 000J10HKOI0

Howmep cepii : 2500707D
Howmep Bipoby 0 392274 )
. ) ) Hara surorosneHHs: 30 ciung 2025 poky
TepMiH IpHUIAaTHOCTL . ciueHB 2030 poky
BupoOHiYa JUIbHILA : CinroH Xicnanig C.JL
BunpoodyBaHHs PesyasTaTn Kpurepii npuiiHaTHOCTI
Bii, KpyTIIi, ABOOIIYKII, BKPITI ILTIBKOBOIO
Omic Bigmosigae obosoHKo0 TabmeTki. TabmeTki 3 ogHIel CTOPOHI
MaroTh THcHeHHS «BCM 150».
InenTndikamia bikamyramigy
BEPX gac yTpIMaHHA Biamosigae Taximt cammil, SK i A7 CTaHJapTHOTO PO3UHHY
TIIIX KoedillieHT yTpHIMaHHI Biamosigae Taximt caMHmil, SK i 17 CTAaHOapTHOTO PO3UHHY
OIHOpPITHICTE J030BaHIX ONIHIIIb Bigmnosigae Bigmosigae cT. 2.9.40 E€pporneiicbkoi ®apmaxomel
MinimansHII (% 3aSBICHOTO BMICTY) 95,4%
MaxcnmansHH (%o 3agBISHOTO BMICTY) 99,0%
Cepensiit (% 3agBICHOT0 BMICTY) 96,9%
Jlo3a, moB’g3aHa 3 pH3IKOM 1,1%
IToKa3HIK MPIITHATHOCTI 4,3 <15,0
KiTBKicTh IPOTECTOBAHIX BIPOODIB 10
BICHOBOK Bigmosigae Bigmosigae €ppornelicbKiit @apMakorei 2.9.40
PozuirenHs
MinimansHe 78%
MaxkcnMansHe 91%
Cepenne 84%
KiTBKiCTh IPOTECTOBAHIIX BIPOODIB 12
BICHOBOK Bigmosigae, S2 >75% (Q) uepe3s 30 xB.
KinekicHe pi3HaueHHA (BEPX)
Mr/TabIeTky 145,3 Mr/TabneTky 142,5 — 157,5 mr/TabneTKy
% 3asBIICHOT'O BMICTY 97% 95-105%
Jomimkn (BEPX)
A/509 <0,05% <0,2%
Haribinsma HecemidikoBaHa JOMIIIIKa 0,06% <0,2%
CyMa TOMIIIoK 0,06% <1,0%

Mikpobionoriuse 3a0pyIHEHHS
3arainbpHa KiIBKICTh aepoOHIIX

z 2B < <
Mikpooprazizmie (TAMC) 10K OIr = 1000K¥ O
3aranbHa KiIBKICTh APiXKDKOBOTO Ta

- < <
IIicHABoro rpuoka (TYMC) WKHO/T =TR0KN O/
KimkoBa mammdaka Bigmosigae BigcyTHA/T

InenTH(IKAIliS HAIIOBHIOBAYIB
TuTany THOKCH]T He BukonyBascs Ilo3uTBHA

11 cepis Bigmorigae Crenngikanii CFPS.NUS.41385 (1.0).

Izabemna Meccina I[TanMiaTepi Jata Bujaui: 12 cepmHs 2025 poky

Bupana; daxiBels 3 sKocTi (PEJII3) Ile eneKTpOHHMUIT IIi ATHC.

3eim: 265797 Jama: 12 cepnna 2025 /16:18:38 Bio: LW7 _ Production
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I hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured including packaging (if applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the Importing country, and any additional
requirements as agreed upon in a Quality Agreement.

The drug substance Bicalutamide is produced according to current GMP.

The batch processing, packaging/labeling and analysis records were reviewed and found to be in compliance
with EU GMP.

The Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and documented. For any deviation that might have an influence on the
i quality and/or safety of the product (relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch release
certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS.41385 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

2 0 AUG 2025

Signature:

Qualified Person Synthon Hispania S.L.

Version: MCOC ESO1.BCM.tab150.Mistral Capital Management.UA.392274.01.doc
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